
 

       

     

       
 

     
 

 
 
 

        

 
 

 
 

 
 

 

 
 

 
 

 

 
  

 
 

 

 
 

 
 

 
 

 

 
 

 
 

 

 
  

 
 

 

 
 

 
 

      
 

 

 
 

 
 

 

 
  

 
 

 

 

 
 

     

 
 

 
 

 
 

 

 

 

State of California—Health and Human Services Agency 

California Department of Public Health 

Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

CareFusion 303 Recalls Bd Alaris PCU for Containing Syringes that Have not Been Validated 

Recall Date Product Description Recalling Firm Recall Reason 

11/15/2023 Bd Alaris Pcu 
REF 8015 

CAREFUSION 303, 
INC. 

San Diego, 
California 

Alaris PCA Module 
8120, Patient 
Controlled Analgesia 
infusion pump: 
compatible syringes 
labeling contains 
syringes that have 
not been validated. 

11/15/2023 Bd Alaris Syringe Module 
REF 8110 

CAREFUSION 303, 
INC. 

San Diego, 
California 

Alaris PCA Module 
8120, Patient 
Controlled Analgesia 
infusion pump: 
compatible syringes 
labeling contains 
syringes that have 
not been validated. 

11/15/2023 Alaris Pca Module 8120 CAREFUSION 303, 
INC. 

San Diego, 
California 

Alaris PCA Module 
8120, Patient 
Controlled Analgesia 
infusion pump: 
compatible syringes 
labeling contains 
syringes that have 
not been validated. 

Recall 
Class 

Product Identification Distribution Affected Dates 

I BD Alaris PCU 
All Lots/ UDI DI: 
10885403516030,10885403515 
316,10885403812033,1088540 
3515286,10885403812026, 

867,362 Units 
Nationwide including 
California 

15 September 
2023 and prior 

https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx


 

  

 

 

 
 

  

 

 

 

 
 

        

     
         

    
  

10885403515293,10885403494 
291,10885403515309,1088540 
3812002 

I BD Alaris Syringe Module 
All Lots/ UDI-
DI:10885403516047, 
10885403515323, 
10885403811043, 
10885403515255 
10885403811036, 
10885403515262, 
10885403811012, 
10885403515279, 
10885403424267 

133,727 Units 
Nationwide including 
California 

15 September 2023 
and prior 

I Alaris Pca Module 8120 
All Lots/ UDI-DI: 
10885403516023,10885403515 
231,10885403801549,1088540 
3515248, 
10885403801532,10885403515 
224,10885403801518 

86,393 Units 
Nationwide including 
California 

15 September 2023 
and prior 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

CDPH Food and Drug Branch 
MS 7602 ⚫ P.O. Box 997435 ⚫ Sacramento, CA 95899-7435 

(916) 650-6500 ● (916) 650-6650 FAX 
Internet Address: www.cdph.ca.gov 

https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=203460
http://www.cdph.ca.gov/

